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To aid in correlating any papers for this application, all further correspondence regarding 
this application should be directed to Technology Center 1600, Group 1640, Art Unit 1641. 

The disclosure is objected to because of the following informalities: page 4, line 18, ~ 
card" is misspelled; page 1 1, line 11, -ply-- is misspelled. Appropriate correction is required. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such fiill, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 1 12, first paragraph, as failing to 
provide an adequate written description of the invention, and failing to adequately teach how to 
make and/or use the invention, i.e. failing to provide an enabling disclosure. 

The specification is objected to and claims 16-20, are rejected under 35 U.S.C. § 1 12, 
first paragraph, because the instant claims contain subject matter which was not described in the 
specification, as originally filed, in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
invention as is now claimed. 

With regard to claims 16-20, the specification, as originally filed, does not provide 
support for a fluid sample, generally. Applicant teaches body fluids, such as urine, for drug 
testing. Although one of skill in the art might realize fi*om reading the disclosure that a fluid 
sample, generally, is useable in the invention, such possibility of use does not provide explicit or 
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implicit indication to one of skill in. the art that such was originally contemplated as part of 
appHcant*s invention and such possibility of use does not satisfy the written description 
requirements of 35 U.S. C. § 112, first paragraph. Note that a description which renders obvious 
a claimed invention is not sufficient to satisfy the written description requirement. AppUcant is 
requested to direct the Examiner's attention to specific passages where support for these newly 
recited limitations can be found in the specification as filed or is required to delete the new 
matter. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 5 and 16-20 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
appUcant regards as the invention. 

In claim 5, "the size and shape of a business card" lacks antecedent basis and is vague 
and indefinite as to what size and shape are encompassed. Further, "the outline" lacks 
antecedent basis. It is not clear what is encompassed by a "particular" drug of abuse. 

In claim 16 and claims dependent thereupon, it is beUeved that -disposed — was intended. 

Claims 17-20 should recite -The process- for proper reference to the previously recited 
claim components. 

Claim 19 does not appear to end in a period. 



Application/Control Number: 09/985,705 
Art Unit: 1641 



Page 4 



A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. 101 which states that "whoever invents or discovers any new and 
useful process... may obtain a patent therefor..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg. Co., 151 U.S. 186 (1894); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); 
and In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceHng or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

Claim 5 is provisionally rejected under 35 U.S.C. 101 as claiming the same invention as 
that of claim 5 of copending Apphcation No. 10/153,205. This is a provisional double patenting 
rejection since the conflicting claims have not in fact been patented. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 103 which 
forms the basis for all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

(c ) Subject matter developed by another person, which qualifies as prior art only under one or more subsections 
(e), (f) and (g) of section 102 of this title, shall not preclude patentability under this section where the subject 
matter and the claimed invention were, at the time the invention was made, owned by the same person or subject 
to an obligation of assignment to the same person. 

This application currently names joint inventors. In considering patentability of the claims under 35 U.S.C, 
§ 103, the examiner presimies that the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. Applicant is advised of the obligation under 37 
C.F.FL § 1.56 to point out the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of potential 35 U.S.C. § 102(f) or (g) prior art 
under 35 US.C. § 103. 



Claims 16-20 are rejected under 35 U.S.C. § 103 (a) as being unpatentable over May et 
al (WO 88/08534) in view of Sun et al. (US 5,238,652). 
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May et al. (WO 88/08534) teach a variety of embodiments of an analytical test device. 
The device comprises a dry porous carrier, preferably a nitrocellulose membrane in the form of a 
strip (e.g., pages 5-6), having a labelled reagent, freely mobile in the carrier in the moist state, in 
a first zone located upstream from a detection zone on the carrier, the detection zone having 
unlabelled specific binding reagent for analyte immobilized therein (e.g., pages 3 and 7). Such 
test strip devices are for use in, for example, sandwich or competition immunoassays (pages 4-5 
and 16-17) for detection of analytes such as drugs, infectious disease agents, pregnancy/fertility 
hormones, etc., in aqueous samples such as in a urine sample (e.g., pages 7-8, 17, and 20). With 
the choice of appropriate specific binding reagents, the general applicability of the test strip 
device is taught (e.g., page 17). Downstream from the detection zone a control zone may be 
present having, for example, an immobiHzed anti-mouse immunoglobuhn antibody if the mobile 
labelled specific binding reagent is one derived from a mouse hybridoma (page 9). The porous 
carrier may be linked to a porous (e.g. bibulous) receiving member to which liquid sample can be 
apphed, e.g. by dipping into sample contained in a vessel (pages 20 or 29), placement into 
flowing sample (page 24), or by means of a syringe (page 28), and from which the sample can 
permeate into the porous carrier (e.g., pages 6 and 8-9). The porous carrier may be ftirther linked 
to a porous pad downstream from the assay zone(s) that serves as a sink for Uquid passed 
through the carrier (e.g., pages 1 1 or 15, Fig. 1). The dry porous carrier can be "backed" or 
sandwiched with, for example, one or more plastic sheet(s) to increase its handling strength (e.g., 
pages 13-14) and/or provide a transparent seal against ingress of moisture or sample (e.g., pages 
23 or 27). The test strip can be enclosed in a casing having apertures, holes, or windows for 
sample application and result and control observation, the shape of the apertures, holes, or 
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windows not being critical (e.g., pages 7-8, 20, 27, or 28). If desired the observation apertures 
can be provided with transparent inserts (e.g., page 25). In some embodiments the test device 
can be sandwiched between upper and lower halves of the casing having a flat rectangular shape 
(e.g., pages 20, 24, or 27, Figs. 3 or 1 1). In embodiments wherein paper or other similar 
cellulosic materials are used as the porous receiving member, the reference implies that they are 
not sufficiently robust when wet to protrude from the casing (e.g., pages 9 or 21, Figs. 3, 7, or 
13). A device according to the invention can incorporate two or more separate test strips, each 
having different reagents thereon to determine a plurality of analytes simultaneously, arranged in 
parallel in a single device (e.g., page 12). The reference contemplated that combinations and 
subcombinations of the features of the variously described and depicted test strips and casings 
formed part of the invention (page 40). In contrast to the invention as instantly disclosed and 
claimed, May et al. do not specifically teach the immunoassay means for determination of drugs 
of abuse as instantly disclosed and claimed. 

Sun et al. teach membrane strips for competitive immunoassay of drugs of abuse (e.g. 
columns 5-6) and that the strips for such drug of abuse analytes may be configured in a parallel 
arrangement for simultaneous testing of multiple analytes (e.g. Fig. 3), at least five analytes in a 
single device being preferred (e.g. column 2), The reference teaches that the strips can be 
constructed for altemative competitive immunoassay formats (see e.g. column 10) wherein 
either: antigen in sample and antigen immobilized on the membrane support compete for binding 
with mobile latex-labelled antibodies; or, mobile latex-labelled antigen and antigen in the sample 
compete for binding with antibodies immobilized on the membrane support. 
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It would have been obvious to one of ordinary skill in the art at the time the instant 
invention was made to have constructed the test strips in the device of May et al with reagents in 
a competitive immunoassay format for determination of drugs of abuse wherein antigen in 
sample and antigen immobilized on the test strip compete for binding with mobile latex-labelled 
antibodies because May et al. teach the general applicability of their devices for determinations 
of analytes such as drugs with selection of appropriate binding reagents and Sun et al. teach that 
such constructions were well known alternatives in the art for determinations of drugs of abuse 
on immunoassay test strips. It would have been further obvious to one of ordinary skill in the art 
at the time the instant invention was made to have provided the test strips of May et al. in view 
of Sun et al. in any alternative casing/holder comprising combinations of features taught by May 
et al, such as a strip as depicted in Fig. 1 of the reference in a casing as depicted in Fig. 11, 
because May et al. teach that such combinations are possible and because one would have had 
ample motivation to select from the alternative casing/holder features taught by the reference 
with the expectation that such would perform the desired casing/holder function. One would 
have been motivated to provide a casing such as that depicted in Fig. 11 for a nitrocellulose test 
strip as depicted in Fig. 1 in view of the teachings in May et al. that the sample receiving portion 
thereof was not sufficiently robust to protrude from a casing. It would have been further obvious 
to have arranged a plurality of test strips for different drugs of abuse in parallel in a single device 
in May et al., as modified, because May et al. teach such arrangements for the simultaneous 
determination of a plurality of analytes and Sun et al. teach that test strips, which may be 
configured in a parallel arrangement, for the determination of at least five drug of abuse analytes 
in a single device is preferred. 
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Thus, the claimed invention as a whole was clearly prima facie obvious, especially in the 
absence of evidence to the contrary. 

Claims 5 and 16-20 are rejected under 35 U.S.C. § 103 (a) as being unpatentable over 
May et al. (WO 88/08534) in view of Sun et al. (US 5,238,652) as appHed to claims 16-20 
above, and further in view of Boger et al. (US 4,518,565). 

The teachings of May et al. in view of Sun et al. are as set forth above and differ from the 
invention as instantly disclosed or claimed in not teaching specific means for the parallel 
arrangement of a plurality of test strips in a single casing as desired. 

Boger et al. (US Pat. No. 4,518,565) teach a rigid holder for holding multiple dip-and- 
read reagent test devices such as the test strips illustrated in the figures. Such reagent devices 
can be dipped into a biological sample, sucli as urine, to provide a detectable response, such as a 
color change, as a quantitative or at least semiquantitative indication of a constituent or 
component in the test sample (see e.g. col. 1). Reagent devices usable in the holder of Boger et 
al. include those dip-and-read test devices for conducting immunochemical tests (e.g. col. 2, hues 
58-62). The holder is provided having a base member and a top member which permit multiple 
individual test devices to be positioned parallel to one another. The base member can have 
ridges or other means which facilitate the preferred precise parallel alignment of the reagent test 
devices in the holder (e.g. col. 3, lines 63-66). The top member has openings, exposing each 
reagent area on the test devices for the appUcation of specimen or sample and the taking of 
measurements, which can be any configuration, but are preferably the same configuration as the 
reagent pads on the reagent devices (e.g. && bridging cols. 2-3 and 3-4). The holder of the 
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invention is applicable for multiple reagent devices having either multiple (e.g. Figs. 1-2) or 
single reagent pads (Fig. 3 and cols. 3-4). Although a single opening 22 for each "single pad" 
device is set forth in the text, two openings for each of these reagent devices are clearly depicted 
for this embodiment of the holder (Fig. 3). The holder can be constructed of any suitable 
material, including various copolymers, plastics, metal, or coated cardboard (see e.g. col 3, lines 
50-62). The top and bottom members may be provided separately, becoming engaged in a 
suitable fashion after placement of the test devices thereon or therein, or as a foldable assembly 
(cols. 3-4). Although other configurations such as a circular holder with test devices radiating 
out from the center are possible, the preferred rectangular shape of the holder, as depicted in the 
figures, permits the maximum number of test devices to be inserted into a holder of the smallest 
possible dimensions (col. 4, lines 24-33). The devices may extend beyond the holder (see Figs.) 
or the holder can be made long enough to accommodate the test devices in their entirety (col. 4, 
lines 54-58). The holders may be either disposable or reusable and may be used for storage of 
test devices after their use for testing (col. 4, lines 14-23, and col 5, lines 50-53). The entire 
holder can be dipped into the sample to be tested, or sample can be applied to the reagent pads of 
the devices in the holder by a convenient means which can be automated (H bridging col 4-5). 
The holder of the invention has the advantages of convenience, simplicity, relative 
inexpensiveness, positiveness, effectiveness, durability, accuracy, and directness of action (e.g. 
col. 5, lines 12-15). Thus the holder meets the stated objects of providing a rigid holder for 
multiple reagent test devices (col. 2, lines 51-53), for making simultaneous analyses of liquid 
fluid (e.g. claim 1) such as urine (col. 1, line 30), and for protecting the reagent pads prior to use 
(e.g. col. 5, lines 33-38). Implicit in the disclosure of the holder is that automated processing of 
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the devices in the holder, although an additional object of the invention, is not required for the 
use of the holder because the holder is taught as usable with multiple conventional, low cost, test 
devices having a visual result rather than a more expensive alternative format (e.g. col. 5, lines 
18-21). Boger et al. do not specifically teach strips for immunoassay of drugs of abuse. 

It would have been obvious to one of ordinary skill in the art at the time the instant 
invention was made to have provided the test strips of May et al in view of Sun et al. in a 
casing/holder of a design such as those taught by Boger et al., having ridges or other means 
which facilitate the preferred parallel alignment of the strips, because one would have had ample 
motivation to select from known and conventional alternative casing/holder components, such as 
the ridges defining slots to facilitate parallel test strip arrangement, with the expectation that such 
a known casing/holder design would perform its desired casing/holder and arrangement 
functions. It would have been obvious to have formed the ridges, defining parallel slots, in the 
base member for strip alignment, as taught in Boger et al., in May et al., as modified, by any 
conventional means because one of ordinary skill would have expected a conventional means 
such as lamination or gluing of multiple layers, molding, or cutting, to form the desired ridges 
and slots therein for the desired parallel alignment. One would have had ample motivation to 
have selected from among such conventional known techniques with an expectation of success. 
Further, it would have been an obvious matter of design choice to have provided closed slots in 
the embodiment of the holder taught in the reference of Boger et al. for use with the test strips of 
May et al. as modified wherein the test devices are accommodated in their entirety in order to 
ensure not only parallel alignment of the devices and protection of a sample receiving portion 
which was not sufficiently robust to protrude, but also proper alignment of the openings in the 
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top member with the reagent area(s) on each of the test devices for the application of specimen 
or sample and the taking of measurements. Alternatively, it would have been an obvious matter 
of design choice to have adhered the test strips to the casing/holder device of May et al., as 
modified, because a disposable casing/holder was contemplated, and May et al. teach (e.g., page 
23) that the strips are to be held firmly in place, as is conventional in the art, to prevent shifting 
of the test strips in the casing/holder device and facilitate proper alignment of the openings in the 
top member with the reagent area(s) on each of the test devices for the application of specimen 
or sample and the taking of measurements. 

Thus, the claimed invention as a whole was clearly prima facie obvious, especially in the 
absence of evidence to the contrary. 



The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public pohcy (a pohcy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All F.2d 438, 164 USPQ 619 (CCPA 
1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiilly comply with 37 CFR 
3.73(b). 

Claim 5 is rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-7 of U.S. Patent No. 6,372,515 Bl. Although the 
conflicting claims are not identical, they are not patentable distinct from each other because the 
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claims drawn to a test card having test strips exposed on both front and rear surfaces makes 
obvious a test card having test strips exposed on either surface. Moreover, the reference teaches 
that the test strips can be on one or both sides of the test card 

Claims 16-20 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-6 of U.S. Patent No. 5,976,895 Bl. 
Although the conflicting claims are not identical, they are not patentable distinct from each other 
because the claims in the patent drawn to a kit comprising a cup- like container and an insertable 
test card for testing fluid samples for drugs of abuse makes obvious the instant claims for 
inserting an essentially identical test card into an essentially identical container for testing a 
sample for drugs of abuse. 

Claims 5 and 16-20 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 16-19 of copending 
Application No. 08/981,665. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the test card of the copending application for 
insertion as claimed makes obvious the test card and method as instantly claimed. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



Claims 16-20 are provisionally rejected under the judicially created doctrine of 
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obviousness-type double patenting as being unpatentable over claims 16-30 of copending 
Application No. 10/1 53,205. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the test card of the copending application for 
insertion in the methods as claimed makes obvious the test card and method as instantly claimed. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

The prior art made of record and not reUed upon is considered pertinent to applicant's 
disclosure. 

May et al. (US 5,602,040) contains an essentially identical disclosure as found in May et 
al. (WO 88/08534). 

Huang et al. (US 5,712,172) teach sandwiching, by lamination, of an 
immunochromatographic device between a backing material and a plastic covering material to 
obviate the need for a plastic housing. The covering material partially covers the device or 
encompasses one or more openings or holes to provide an exposed sample receiving region (e.g. 
Figs. 1 and 4) and, if not of a clear material, an additional window, gap, or hole is provided in the 
covering for results viewing (e.g. col. 7, lines 23-31). lUicit drugs are suggested analytes for 
detection with the invention (see e.g. column 4). The reference does not teach the sample 
receiving portion of the device spaced from the bottom end of the device. The reference also 
does not specifically teach housing multiple devices for a number of analytes in a single 
assembly. 
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Davis (US 5,1 19,830) teaches an analytical specimen cup having a chemical test "strip" 
with a plurality of "pads" for multiple analytes, in one embodiment the "strip" being the size and 
shape of a card (see e.g. Figure 6) having the multiple analyte "pads" arranged in parallel. 

Lee-Own et al.. (US 5,500,375) disclose laminated immunochromatographic devices for 
detection of analytes, including drugs of abuse (e.g. columns 5 or 8). Immunochromatographic 
assay means, such as impregnated nylon membrane strip(s) (e.g. column 5), are laminated 
between sealing means and support means, such as adhesive films or plastic sheets (columns 7- 
9). The reference teaches transparent plastic for the sealing/support means, thereby exposing the 
membrane strip(s) for viewing as the reference teaches that observation of the result through a 
test window is required of such devices (see e.g. col 1, Unes 55-65). Lamination would be 
expected to provide a slot-Uke "recess" in the films and/or sheets housing the strip(s) as depicted 
in any of Figs. 2, 3, 9, or 1 1. Multiple membrane strips may be configxired in a single device to 
allow for multiple assays (e.g. column 7, Unes 21-23). The device may be incorporated into a 
sample collection vessel such as a urine collection vessel (e.g. column 8). In use, the end of the 
membrane strip(s) is/are exposed by cutting the laminate or peeling off a protective cover and the 
membrane(s) contacted with sample by dipping into, immersion into, or application thereto of 
sample. 

Galloway et al (US Patent No. 5,403,551) teach (see e.g. Figs. 1-5) a plurality of 
chromatographic strips (five are shown, but a greater or smaller number of strips may be used 
(column 4)) for analyzing a sample, such as drug-specific immunoassay chromatographic strips 
for analyzing a urine sample (columns 3-4), disposed in a generally parallel relationship on a 
cover, comprising a thin flat rectangular member of a size permitting insertion into the depicted 
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collection container, along a longitudinal axis of the sample collection container. Ribs may be 
provided for positioning and separation of the strips in what would appear to be slots (see e.g. 



Friedman et al. (US 4,055,394) disclose a diagnostic test card. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James L. Grun, Ph.D., whose telephone number is (571) 272- 
082 1 . The examiner can normally be reached on weekdays from 9 a.m. to 5 p.m. 
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apphcations is available through Private PAIR only. For more information about the PAIR 
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